Kuipenka inis

TOB «Kyeym Papm»
Yxpaiua, 02092, y.Knis,
BY/. AJIMAaTHHCbK], 58

Ten.: +38(044) 495-82-88, dhakc: 495-82-87

Kusun. FPharm

TOB «ICyeym ®apmn

Vicpaiua, 40020, y.Cym, ya. Cxpadina, 54
Ten.: +38(0542) 77-46-10, paxc: 77-46-11

e-mail: plant@kusum.ua
www. Kusuin.ua

CEPTUDIKAT JKOCTI
CERTIFICATE OF QUALITY

et T

Haspa nponyiery:

TIIAPOM, TabneTicn, BxpuTi oGononkolo, no 500 mr

i
= SR T T
\\3 K04 20075497

e \/)E_P_/\I\IE\'\\
N, o
«UH:,{[([),\pM A
ATh 7:2:1

ps

Registration Certificate No.:

Name of product: PIARON®, film coated tablets, 500 mg % pm-.i?f.m
Chaa puii: Mapaueramon ~ 500,0 Mr \73\/ AT /
Strength: Paracetamol ~ 500.0 mg N &O/’)/ 151756:;-:‘ ‘f/
Cepist No/ Batch No.: 2006300 Posnmip ynaxosin / Package size:  Nel0 (10x1) SR
Peectp. Ne/ AR.No.: FP/0567/24 Tun ynaxoskd / Pack type: Bnicrep / Blister

Poamip cepii/ Batch size: 791 820 rab/tab Jara surorossenust / Mfg. date:  08.2022

Kin-rp ynakosow / No. of packs:  79.182 Tepmin npunarsocri / Exp. date:  07.2025

Kpaina / Market: UKR

Peectpaniiine nocsixuenys Ne: UA/9270/01/01 repMin pit neodmexennit

unlimited validity

Ne n/n Haspa ananisy Cuenndixanin Pe3ynapraTh ananizy
Sr. No. Test name Specification Test result
Oruc Tabnerxn, skpuri ofononkoio, Ginoro Konvopy, | Bianosirac
KarcysononiGroT hopmit 3 TucHeRHam P500 3 oaroro
Goxy i ninieio posnomy — 3 jtoro Soxy.
1 - o . .
Description White coloured, filin coated, capsule shaped tablets | Complies
with cngraving P500 on one side and breakline on
the other side,
[nenrudiraiis Yach yTpuMYBaHHA OCHOBHOTO Tlika Ma xpomaro- | Bimmoninae
rpaMax  BHIPOGOBYBAHOI'O pO3uMMY | PO3IUMMY
NOPIBHANAN,  OTPHMALMX  [PH  KilbKicHOMY
BH3HAYEHH], MOBUHHI 36iraTHes.
2 Identification .. . . .
In the Assay, the principal peak in the chroma-togram | Complies
obtained with sample solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
OnHopiAKICTh XO30BAHNX AV<L) (1a=15,0) 2,0
ONMHHLD
3 HHALL
Uniformity of dosage units AV<L (Li=15.0) 2.0
Posnaganys He &inbuie 30 x8 1x82 cex
4 - . . .
Disintegration NMT 30 min 1 min 2 sec
PozunneHn He menwe 75 % (Q) 3a 45 xn 97 %
5 . . “ :
Dissolution Not Iess than 75 % (Q) in 45 min 97 %
Cynposiani noMiunu Bynb-sxol neineHtadixoBanol noMIiKY ~ ne 0inbiue
0,25% 0,005 %
4-aminodenony ~ se dinbme 0,1 % 0,001 %
6 4-xnopaueTanininy — ne 6inpute 0,001 % He susneno
Related substances Any individual unknown impurity: NMT 0.25 % 0.005 %
4-Aminophenol: NMT 0.1 % 0.001 %
4-Chloroacetanilide: NMT 0.001 % ND
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TOB «Iycyst Dapam
Yipaiua, 40020, a1.Cymn, syn. Cxpabina, 54
Tean.: +38(0542) 77-46-10, (hake: 77-46-11

Kuisesra iuis
TORB «Kyeyn Dapary
VYrpaina, 02092, m.Kuis,

Byn. AnMarnHebKa, 58 e-mail: plant@kusum.ua
Ten.: 138(044) 495-82-88, axe: 495-82-§7 /ﬁ/umm ﬁ/la/"/% www. kusum.ua
Ne wi/nt Haspa ananisy Crremdiranis PesyanraTi ananisy
Sr. No. Test name Specification Test result
Kinnkicne nusnaueHmsa 95,0 - 105,0 % Bix 3asBeH01 KinskocTi 98,7 %
(8in 475 no 525 mr) (493,7 M)
7 Assay 95.0 % — 105.0 % of label claim 98.7 %
(475 to 525 mg) (493.7 mg)
MikpoGionorixma uncrora 3aranpHa KinpkicTs aepoBunx  Mikpoopradizmin
(TAMC) - ne inbwe 10° KVO/r <10 KYO/r
3arafeHa  KimekicTe apbxaoxomX i niicenenmx
tpubin (TYMC) — e 6inpine 102 KYO/r < 10 KYO/r
Bincyrsicts Escherichia coli B 1 r nperapaty Bincyrhs
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOKX: / CONCLUSION:

TIpoayKT BHrOTOBNCHO, YNIAKOBAHO Ta JIPOAHANIZOBANO 3I1AHO 3 BUMOraMM PEECTPaiiioro nocsiaens.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranzapras Ta suMoram GMP, Cepradikart Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No, 080/2023/GMP
Jhuenzis pa BUPOBHULTBO NikapchKkux 3acobis: Cepist AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Ll nigrsepiowyto, wo sei BrpoGuimi craii ana iel cepii rotosoi npoaykuii Gyas saidcucsi B noBRIT BIMORNOCTT 3 BUMOraA, 3a3HAUCHIMI B YHHKIH
uacranoni 3 GMP, 3atsepipresii MilicTCPOTROM 0XONOHH 310POB’S YXpainy, i 3 BUMOraMi peccTpaitiiiiore A0Che KPatH NPHIHAUCHIA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the

«VIEJIDAPM
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XiMix-anaymiTag ,(_BaB. naboparopiero BKA | Hauannunk B Vnornopaxena ocoba
Analytical Chemist ['QC Lab In-charge QC Head Qualified Person
s Name: o ) s b e ;
Im’s/Name: | /7 O urt e Coeces e &z KU Ghrason v to 75 f}@;ﬁ@@ OApCRILG. Jils

Z

‘ ;
[Mianuc/Signature: W @&U'é / ~ (){ o) ) 7& ‘,Eé.t.é,ééa;(,l /
Jlara/Date: T 1991y (6 losias /G,!";ﬂ’f?'//ci.—\{ {)66/(_7/01/({ /
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